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II. Related Appeals and Interferences 

There are no related appeals or interferences. 

III. STATUS OF CLAIMS 

There are seven (7) pending claims in the subject application numbered 
38-44 under final rejection. Claims 1-37 were cancelled during prosecution. All 
seven (7) pending claims numbered 38-44 are the subject of the appeal herein. 



In the final office action dated October 31 , 2006, the Examiner sets forth 
two grounds for rejection. 

First, the Examiner rejects Claims 38-44 under 35 U.S.C. § 1 12 as being 

indefinite. 

Secondly, the Examiner rejects Claims 38-44 under 35 U.S.C. § 103(a) as 
being unpatentable over Shaw et al. (U.S. Patent 4,650,484) in view of Stanley et al. 
(U.S. Patent 4,885,173), Fung et al. (U.S. Patent 5,278,192) and Ragauskas et al. 
(U.S. 5,388,583). 

IV. STATUS OF AMENDMENTS 

There were no amendments filed after the final rejection dated October 31 , 

2006. 

V. SUMMARY OF CLAIMED SUBJECT MATTER 

The invention of Claim 38 is a titration system for treating a disease caused 
by insufficient cerebral perfusion. The system employs a flow measuring device to 
test for cerebral vasospasms (page 4, lines 17-19), a dosage device that administers 
a vasospasm reducing dosage of a particular medicine with the dosage device being 
adjustable over time to titrate the dosage either upwards or downwards or substitute 
another medicine to minimize severity of the vasospasm (page 7, lines 26-31). 

The invention of Claim 39, incorporating all of the limitations of Claim 38, 
identifies the flow measuring device comprising transcranial Doppler measuring 
means (page 3, lines 2-4 and Fig. 1). 

The invention of Claim 40, incorporating all of the limitations of Claim 38, 
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adding the feature that the dosage device comprises a means for delivering a 
vasodilator selected from the group comprising Nitroglycerin in pill, patch, ointment, 
cream, inhaler, spray and other forms (page 3, lines 28-95; page 5, lines 2-4). The 
Nitroglycerin equivalents and substitutes, comprising p.o. clonidine, isradipine, 
hydrazine, nifedipine and/or other medicines (page 5, lines 5-6) selected from the 
empirical group of medications which have the common characteristics of causing 
smooth muscle relaxation and/or which systematically reduce pulmonary capillary 
wedge pressure and combinations of the foregoing (page 7, lines 11-15). 

The invention of Claim 41 , incorporating all of the limitations of Claim 38, 
adding the feature of a low measuring device comprising transcranial Doppler 
measuring means (page 3, lines 2-4) and the dosage device comprises transdermal, 
inhaler, spray and other forms of vasodilators selected from the group consisting of 
Nitroglycerine equivalents and substitutes, p.o. clonodine, isradipine, hydrazine, 
nifedipine and/or other medicines selected from the empirical group of medications 
which have the common characteristics of causing smooth muscle relaxation and 
which systematically reduce pulmonary capillary wedge pressure and combinations 
of the foregoing (page 5, lines 5-6 and page 7, lines 11-15). 

The invention of Claim 42, incorporating ail of the limitations of Claim 41, 
adding the feature that the delivery device comprises means for delivering a 
vasodilator selected from the group comprising Nitroglycerin in pill, patch, ointment or 
cream form (page 5, lines 2-4). 

The invention of Claim 43, incorporating all of the limitations of Claim 46 [sic 
41] adds the feature that the delivery system is adapted for transdermal delivery 
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(page 8, line 24). 

The invention of Claim 44, incorporating all of the limitations of Claim 38, adds 
the feature that the delivery system is adapted for the adjustment of the dosage 
device over time within the range of about 0.02 to 20 milligrams per day 
(Nitroglycerin equivalent) of vasodilator (page 7, lines 21-23). 
VI. GROUNDS OF REJECTION TO BE REVIEWED ON APPEAL 

(1) Whether Claims 38-44 are indefinite within the meaning of 35 U.S.C. § 
112, second paragraph. 

(2) Whether Claims 38-44 are obvious within the meaning of 35 U.S.C. § 
103(a) over Shaw et al. (U.S. Patent 4,650,484) in view of Stanley et al. (U.S. Patent 
4,885,173, Fung et al. (U.S. Patent 5,278,192 and Ragauskas et al. (U.S. Patent 
5,388,583). 

Since Claims 39-44 are dependent from independent Claim 38; if Claim 38 is 
allowable then all seven Claims 38-44 are allowable. Since Claims 42 and 43 are 
dependent on Claim 41 ; if Claim 41 is allowable, then all three Claims 41-43 are 
allowable. 

As stated above. Claim 38 is independent and Claim 39 is dependent on 
Claim 1. However, Claim 39 stands alone and would be patentable, as discussed in 
Arguments set forth below, even if Claim 38 is found unpatentable. Claim 40 is 
dependent on Claim 38. However, Claim 40 also stands alone and would be 
patentable, as discussed in the Arguments set forth below, even if Claim 38 is found 
unpatentable. Claim 41 is dependent on Claim 38. However, Claim 41 stands alone 
and would be patentable, as discussed in the Arguments set forth below, even if 
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Claim 38 is found unpatentable. Claim 42 is dependent on Claim 41. However, Claim 
42 also stands alone and would be patentable, as discussed in Arguments set forth 
below, even if Claim 41 is found unpatentable. Claim 43 is dependent on Claim 41 . 
However, Claim 43 stands alone and would be patentable, as discussed in the 
Arguments set forth below, even if Claim 41 is found unpatentable. Claim 44 is 
dependent on Claim 38. However, Claim 44 also stands alone and would be 
patentable, as discussed in the Arguments set forth below, even if Claim 38 is found 
unpatentable. 

VII. ARGUMENT 

(i) Claims 38-44 are definite within the meaning of 35 U.S.C. § 1 12, 
second paragraph. 

The Examiner has rejected Claims 38-44 under 35 U.S.C. § 1 12, second 
paragraph, as being indefinite. All of Claims 38-44 are directed to a titration system 
for diagnosing and treating a disease. One element in the system is a flow 
measuring device to test for cerebral vasospasms. A second is a dosage device 
which administers a vasospasm reducing dosage. The dosage device is adjustable 
over time to titrate the dosage in response to testing to increase, decrease or 
substitute another medicine. The Examiner is correct that a decision has to be made 
by a practitioner as whether to increase, decrease or substitute another medicine. 
The fact is that the system provides for the capability for the practitioner to make that 
decision. Applicant is not claiming the input of a specific practitioner, but is claiming a 
system which is adapted to receive such input. As such it is not believed that Claims 
38-44 are indefinite. 
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(ii) Claims 38-44 are not obvious in view of the cited prior art 

The Examiner further rejected Claims 38-44 under 35 U.S.C. § 103. This 
rejection includes four references Shaw et al., Stanley et al., Fung et al. and 
Ragauskas et al. Shaw et al. describes a method for treating ischemic conditions by 
administering a vasodilator to a patient continuously without intermediate testing at a 
rate of from 10 micrograms to 400 micrograms per hour. There is no suggestion that 
the dosage is adjusted over time to titrate the dosage to minimize severity of a 
vasospasm. 

Stanley et al. describes a sustained lollipop delivery vehicle for cardiovascular 
or renal vascular activities. Stanley et al. is not directed to cerebral vasospasms and 
does not suggest that the dosage can be adjustable over time in response to titration 
testing. 

Fung et al. is directed to a treatment for congestive heart failure and is not 
concerned with cerebral vasospasms. Furthermore, Fung et al. only increases 
dosages until angina is effectively controlled. There is no suggestion that dosages 
are adjusted to minimize occurrence and severity of a vasospasm. 

Ragauskas et al. suggests the possibility of evaluating cerebral vasospasm 
using ultrasonic pulses within the intracranial medium. 

Taking Shaw et al, Stanley et al., Fung et al. and Ragauskas et al. together 
and considering them as a whole, they describe treating ischemic conditions by 
administering a vasodilator over sustained periods of time with increasing dosage 
and evaluating cerebral vasospasms with ultrasonic pulses. In contrast, applicant's 
invention of independent Claim 38 is directed to a titration system for treating a 
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disease caused by insufficient cerebral profusion; the system employing: (1) a flow 
measuring device to test for cerebral vasospasms, (2) a dosage device which 
administers a vasospasm reducing dosage of a particular medicine and (3) the 
dosage device being adjustable over time to titrate the dosage either upwards or 
downwards or substitute another medicine to minimize severity of the vasospasm. 
Applicant's treatment relies on the adjustable dosage based on titration of the 
dosage and changes made as necessary. The prior art in combination does not 
describe such an invention. 

In addition, it is noted that the Examiner has picked and chosen portions of 
four references in order to attempt to support an argument that applicant's Claim 38 
is obvious. In fact the four references as a whole do not teach'applicant's titration 
system. Nevertheless, the Court of Appeals for the Federal Circuit has stated, "it is 
impossible to use the claimed invention as an instruction manual or template to piece 
together the teaching of the prior art so that the claimed invention is rendered 
obvious. This Court has previously stated that one cannot use hind sight 
reconstruction to pick and chose among isolated disclosures in a prior art to 
deprecate the claimed invention." See In re Fritch 23 USPQ 2"^ 1780, 1784 (Fed. 
Cir. 1992). See also, Ruiz v A.B. Chance Co. 69 USPQ 2""^ 1686 (Fed. Cir. 2004). 

Of the references cited, only Shaw et al. and Ragauskas et al. even relate to 
vasospasms. These references together do not teach applicant's invention of Claim 
38. The other references are not even concerned with cerebral vasospasms and 
should not be used in an obviousness rejection. 

Taking all four references cited together as a whole and considering them as 
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a whole they do not teach applicant's invention of Claim 38 and do not make such 
claim obvious within the meaning of U.S.C. § 103(a). Therefore, the rejection of 
Claim 38 should be overruled. 

With respect to Claim 39, the four references as a whole do not teach a 
titration system as set forth in Claim 38 wherein the flow measuring device is a 
transcranial Doppler measuring means. 

With respect to Claim 40, the four references as a whole do not teach a 
titration system as set forth in Claim 38 wherein the dosage device is a means for 
delivering a vasodilator selected from the group of a nitroglycerin in pill, patch, 
ointment, cream, inhaler and spray form, clonidine, isradipine, hydrazine, nifedipine. 

With respect to Claim 41 , the four references as a whole do not teach a 
titration system as set forth in Claim 38 wherein the flow measuring device is a 
transcranial Doppler measuring means and the dosage device is a transdermal, 
inhaler, spray form of vasodilator selected from the group consisting nitroglycerin, 
clonidine, isradipine, hydrazine and nifedipine. 

With respect to Claim 42, the four references as a whole do not teach a 
titration system as set forth in Claim 41 wherein the delivery device is a means for 
delivering a nitroglycerin vasodilator in pill, patch, ointment or cream form. 

With respect to Claim 43, the four references as a whole do not teach a 
titration system as set forth in Claim 41 wherein the delivery system is adapted for 
transdermal delivery. 

With respect to Claim 44, the four references as a whole do not teach a 
titration system as set forth in Claim 38 wherein the delivery system adjusts the 
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dosage device within the range of 0.02 to 20 milligrams per day of a vasodilator. 

If follows that the rejection of Claims 39-44, like Claim 38, should be 
overruled. 

CONCLUSION 

(1 ) The claims are definite for the purpose to which they are presented and 
therefore the rejection under 35 U.S.C. § 1 12 should be reversed. 

(2) The rejection of Claims 38-44 should be reversed because the four 
references taken as a whole fail to make the claims obvious within the meaning of 
35 U.S.C. § 103(a). 

Kindly deduct the $250.00 Appeal Fee from Deposit Account No. 12-0551 
in the name of Larson & Larson, P.A. 

Respectfully submitted, 




Herbert W. Larson 
Reg. No. 21,008 
Attorney for Applicant 



HWL/mll 
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VIII. CLAIMS APPENDIX 

38. A titration system for diagnosing and treating a disease caused at least 
partially by insufficient cerebral perfusion, comprising in combination; 

a flow measuring device to test for cerebral vasospasm, a dosage device which 
administers a vasospasm-reducing dosage of a medicine selected from the empirical 
group of medications which have the common characteristic of causing smooth 
muscle relaxation and/or which reduce pulmonary capillary wedge pressure, and said 
dosage device being adjustable over time to titrate said dosage in response to said 
testing to increase, decrease or substitute another medicine to minimize occurrence 
and severity of said vasospam. 

39. A system according to Claim 38 wherein the flow measuring device comprises 
transcranial Doppler measuring means. 

40. A system according to Claim 38 wherein the dosage device comprises means 
for delivering a vasodilator selected from the group comprising Nitroglycerin in pill, 
patch, ointment, cream, inhaler, spray and other forms. Nitroglycerin equivalents and 
substitutes, comprising p.o. clonidine, israpidine, hydrazine, nifedipine, and/or other 
medicines selected from the empirical group of medications which have the common 
characteristic of causing smooth muscle relaxation and/or which systemically reduce 
pulmonary capillary wedge pressure, and combinations of the foregoing. 

41 . A system according to Claim 38 wherein the flow measuring device comprises 
transcranial Doppler measuring means and the dosage device comprises 
transdermal, inhaler, spray and other forms of vasodilator selected from the group 
consisting of Nitroglycerin, Nitroglycerin equivalents and substitutes, p.o. clonidine, 
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isradipine, hydrazine, nifedipine, and/or medicines selected from the empirical group 
of medications which have the common characteristic of causing smooth muscle 
relaxation and/or which systemically reduce pulmonary capillary wedge pressure, 
and combinations of the foregoing. 

42. A system according to Claim 41 wherein the delivery device comprises means 
for delivering a vasodilator selected from the group comprising Nitroglycerin in pill, 
patch, ointment or cream form. 

43. A system according to Claim 46 wherein the delivery system is adapted for 
transdermal delivery. 

44. A system according to Claim 38 wherein the delivery system is adapted for the 
adjusting of the dosage device over time within the range of about 0.02 to 20 
milligrams per day (Nitroglycerin equivalent) of vasodilator. 
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IX. EVIDENCE APPENDIX 

Patent Page 

Shaw et al.. U.S. Patent 4,650,484 5, 6 

Stanley et al., U.S. Patent 4,885,173 5,6 

Fung et al., U.S. Patent 5,278,192 5, 6 

Ragauskas et al., U.S. Patent 5,388,583 6 

In re Fritch 23 USPQ 2"'' 1780, 1784 (Fed. CIr. 1992) 7 



Ruiz V A.B. Chance Co. 69 USPQ 2"° 1686 (Fed. Cira 2004)7 
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X. RELATED PROCEEDINGS APPENDIX 

There are no related decisions rendered by a Court or the Board to the Claims 
at issue in this proceeding. 
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